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PCT/DK95/00080 



I. Basis of the report 



1. This report has been drawn up on the basis of (Replaceient sheets which have been furnished to the receiving 
Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are 
not annexed to the report since they do not contain aiendients.): 



[ ] the international application as originally filed. 



[x] the description, pages l-20_ 

Pages 

pages 

pages 



[x] the clains, Hos. 1-27. 

Hos. 

Hos. 



Hos. 28-33. 
Hos. __ 



[ ] the drawings, sheets/fig . 

sheets/fig 
sheets/fig 
sheets/fig 



2. The aiendients have resulted in the cancellation of: 

[ ] the description, pages 

[ ] the claiis, Hos. 

[ ] the drawings, sheets/fig 



as originally filed, 
_, filed with the deiand, 
filed with the letter of 
filed with the letter of 



as originally filed, 

_/ as aiended under Article 19, 

_, filed with the denand, 

filed with the letter of 22.01. 96, 
filed with the letter of , 



as originally filed, 
_, filed with the deiand, 

filed with the letter of 
_, filed with the letter of 



3. [ ] This report has been established as if (soie of) the aiendients bad not been iade, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 



4. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step and industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 



Inventive Step (IS) 



Industrial Applicability (IA) 



2. CITATIONS AND EXPLANATIONS 

1. Having regard to the documents cited in the inter- 
national search report, the subject-matter of claims 
1-33, is considered as being novel according to Article 
33 (2) PCT, as a composition for controlled delivery 
comprising a matrix and a coating and the method to 
produce said composition, as defined in said claims 
1-33, has not been described in any of the cited 
documents . 

2. It is known to obtain sustained release of an active 
substance by embedding it in a matrix of an insoluble 
substance from which the active substance will gradually 
diffuse. Furthermore, from WO-89/09066 and WO-91/04015 
(same Applicant as the present invention) are known con- 
trolled release compositions containing a matrix of a 
crystalline PEG polymer with a non-ionic emulsifier dis- 
persed therein, and an active substance dispersed either 
throughout the matrix or in certain zones within the ma- 
trix. When the inventors faced the problem of providing 
these compositions with a slowly erodible coating that 
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can function in a manner complementary to the controlled 
erosion of the matrix containing the active substance 
(p. 2, 1. 30-34 + p. 3, 1.1-2), they solved by the compo- 
sition, subject-matter of claim l, and the method to 
produce said composition (claim 28). As this solution, 
providing erosion of the matrix and release of the ac- 
tive substance only from the surface or surfaces that 
are not covering by the coating, is neither disclosed 
nor suggested in any of the documents cited in the 
international search report, it is considered to meet 
the requirements of Article 33 (3) PCT regarding inven- 
tive step. 

The claimed invention (claims 1-33) is considered indus- 
trially applicable (Article 33 (4) PCT) as the claimed 
compositions should be manufactured in the industry. 
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International Patent Application No. PCT/DK95/00080 
Additional claims 28-33 



28. A method for producing a composition for controlled 
5 delivery of at least one active substance into an aqueous 
medium by erosion at a preprogrammed rate of at least one 
surface of the composition, the method comprising forming, by 
means that include extrusion or injection moulding, 

i) a matrix comprising the active substance, the matrix 
10 being erodible in the aqueous medium in which the 

composition is to be used, and 

ii) a coating having at least one opening exposing at 
least one surface of said matrix, the coating 
comprising 

15 a) a first cellulose derivative which has thermoplastic 

properties and which is substantially insoluble in 
the aqueous medium in which the composition is to be 
used, 

and at least one of 
20 *b) a second cellulose derivative which is soluble or 

dispersible in water, 

c) a plasticizer, and 

d) a filler, 

said coating being a coating which crumbles and/or erodes 
25 upon exposure to the aqueous medium, in particular a body 

fluid, at a rate which is equal to or slower than the rate at 
which the matrix erodes in the aqueous medium, allowing 
exposure of said surface of the matrix to the aqueous medium 
to be controlled. 

30 29. A method according to claim 28 wherein the composition is 
produced by co- extrusion of a) the matrix material with the 
active substance dispersed therein and b) the coating. 

30. A method according to claim 28 wherein the composition is 
produced by injection moulding of the coating and subsequent 
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injection moulding of the matrix containing the active 
substance . 

31. A method according to claim 28 wherein the composition is 
produced by injection moulding of the coating and subsequent 

5 injection moulding of alternating layers comprising at least 
one layer comprising matrix material and at least one layer 
comprising the active substance. 

32. A method according to claim 28 wherein the composition is 
produced by injection moulding of the matrix containing the 

10 active substance, or injection moulding of alternating layers 
comprising at least one layer comprising matrix material and 
at least one layer comprising the active substance, into a 
pre- formed tube which forms the coating. 

33. A method according to claim 28 wherein the composition is 
15 formed by extrusion or injection moulding of the matrix 

containing the active substance followed by dip coating. 
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